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DETAILED ACTION 
Status of the Application 

Applicant's election without traverse of Group I (claims 1-13) and election of species: 
la) claims 2-16; 2a) pellets in capsule and 3a) capsule in the reply filed on 04/28/08 is 
acknowledged. Examiner also acknowledges the Information Disclosure Statements (IDS) filed 
07/12/04, 10/04/04, 05/12/05, 09/16/05 and 03/27/06. 

Claim 9 and 13-16 have been withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 28 April 2008. 

Claims 1-16 are pending in this action. Claims 9 and 13-16 have been withdrawn (non- 
elected invention). Claims 1-8 and 10-12 are being examined in this action. Claims 1-8 and 10- 
12 are rejected. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which papers 
have been placed of record in the file. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 1 and 8 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is indefinite because the limitation "an inner layer, which may where appropriate 
be applied to a core" is unclear as to whether or not the inner layer is required to be applied to 
the core and if so, under what conditions should it be applied to the core. It appears that 
Applicant intended application of the inner layer to the core to be an optional feature. If this is 
the case, the claim should be amended to recite "an inner layer, optionally applied to a core...". 

Claim 1 is indefinite based on the limitation of the "inner layer, with the active ingredient 
budesonide, bound in a binder". It is unclear as to whether the binder component and the 
budesonide are both provided in the same inner layer or whether the inner layer is composed of a 
multi-layered construction, whereby the budesonide is bound in one of the layers. 

Claim 1 is also indefinite based on the limitation, "pharmaceutical^ usual excipients". 
More definitive language would be "pharmaceutically acceptable excipients". 

Claim 8 recites the limitation "wherein the capsule" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. (It appears claim 8 should be dependent upon 
claim 7, rather than claim 6). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-8 and 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Beckert et al. (hereinafter "Beckert") (WO 01/68058). 

Beckert ( 6 058) teaches a multilayer pharmaceutical product that substantially comprises 
a) a core containing a pharmaceutically active substance, b) an inner coating consisting of a 
copolymer or a mixture of copolymers that are composed of 85 to 98 wt.% of radically 
polymerized Ci to C4 alkyl esters of the acrylic or methacrylic acid and 15 to 2 wt.% of 
meth(acrylate) monomers with a quaternary ammonium group in the alkyl group, and c) an outer 



Application/Control Number: 10/501,236 Page 5 

Art Unit: 1618 

coating consisting of a copolymer that is composed of 75 to 95 wt.% of radically polymerized Ci 
to C4 alkyl esters of the acrylic or methacrylic acid and 5 to 25 wt.% of meth(acrylate) monomers 
with an anionic group in the alkyl group. The product is used for producing a pharmaceutical 
product that releases the active substance contained therein according to the USP release test, at 
pH 1.2 during 2 hours and subsequent rebuffering to pH 7.0, by less than 5% after 2.0 hours after 
start of the test and by 30 to 80% % after eight hours after start of the test (Abstract). The active 
substance can be budesonide. The dosage form includes a binder such as collidon 25 as well as 
an internal coat of Eudragit RS and RL and an external enteric coating of Eudragit FS (Example 
1 - pages 16-18). 

The instant invention would have been prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, given the teachings of Beckert. 

Claims 1-8 and 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ulmius (U.S. Pat. No. 5,643,602). 

Ulmius ('602) teaches oral pharmaceutical compositions for use in the treatment of 
inflammatory bowel diseases comprising corticosteroids, such as budesonide (see column 1, 
lines 10-15); (col. 3, lines 9-15). The composition is formulated as a multiple unit composition 
in a capsule (col. 4, lines 50-50). Each unit comprises a core, a first layer on the core and a 
second layer on the first layer. The core consists of a non-pareil seed to which the 
glucocorticosteroid is applied or a seed in which the glucocorticosteroid is homogeneously 
distributed. Excipients used to prepare the seeds include polymeric binding agents (col. 5, lines 
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3-11). The first layer on the non-pareil seeds comprises the glucocorticosteroid and a water- 
soluble or water-insoluble polymer which acts both as a binder for the glucocorticosteroid and as 
a rate-limiting layer for release of the glucocorticosteroid. Preferred film-forming polymers 
taught include ethylcellulose or copolymers of acrylic and methacrylic acid esters such as 
EUDRAGIT® NE, EUDRAGIT® RL and EUDRAGIT® RS (col. 5, lines 12-26). Suitable 
polymers for the second layer are taught at column 5, lines 34-48. 

The Examples demonstrate various embodiments of the invention. For instance, 
Example 1 at column 8 shows preparation of a budesonide formulation. Budesonide was 
suspended in Aquacoat ECD 30 dispersion with the aid of Polysorbate 80 together with 
acetyltributyl citrate. The mixture was sprayed onto sugar spheres in a fluid bed apparatus. The 
enteric coating consisted of, among other components, the Eudragit LI 00-55 dispersion, which 
was then sprayed on the spheres. The pellets were dried, sieved and filled into hard gelatin 
capsules. 

The instant invention would have been prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, given the teachings of Ulmius. Ulmius provides for a 
multi-layered constructed pharmaceutical formulation comprising the same active ingredient - 
budesonide, with the same polymeric components (i.e., binder) and formulated for the same field 
of endeavor as that instantly desired by Applicant. 

Information Disclosure Statement 

Examiner kindly requests a certified English translation of Foreign document - WO 
01/68058 (Beckert et al) in reply to this Action. 
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Conclusion 

—No claims are allowed at this time. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday, Tuesday, Thursday and Friday during 
regular business hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley, can be reached on (571) 272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http ://pair-direct.uspto . gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1618 
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